From: Jennifer Gaines

To: cpurcell@central.com

Subject: Bromadiolone RMD Labels

Date: 09/22/2010 10:19 AM

Attachments: 270-372 Bromadiolone Bait Pellets Industrial Label.doc

270-372 Bromadiolone Bait Pellets Ad Individual Label.doc
270-372 Bromadiolone Bait Pellets Ag Label.doc

270-373 Bromadiolone Bait Bar Industrial Label.doc
270-373 Bromadiolone Bait Bar Ag Individual Label.doc
270-373 Bromadiolone Bait Bar Ag Label.doc

Hi Cheryl,

Attached you will find label revisions to be made to your bromadiolone products,
270-372 and 270-373. We have been trying to have edits made prior to stamping
S0 we can provide you with a clean label in the end, and if any questions arise
concerning the edits, they can be addressed prior to stamping. So | separated each
set of edits to coincide with how the submission came in - one document for each
label. Thanks so much for your patience with this, | really appreciate it. Please let
me know if you have any questions. And you can just e-mail me the updated labels
either in word or pdf form, whichever works easier for you. Oh one thing I noticed
is that while a separate label was submitted for the ag individual bait pellets for both
products, there was not an individual label submitted for the industrial label. Do you
have an individual label for the industrial product?

Thanks again,
Jennifer

Jennifer Gaines

Wildlife Biologist

U.S. Environmental Protection Agency
Insecticide-Rodenticide Branch
Registration Division (7505P)

Tel: 703 305-5967
Fax: 703 305-6309
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EPA Reg. No. 270-372

Bromadiolone Bait Pellets (Industrial)

Please make the following revisions to the marketing claims:


1. Change “For indoor and outdoor rodent control” to read “For indoor and outdoor rat and mouse control”


2. Change “Norway rats and house mice may consume…after feeding begins” to read “Norway rats and house mice may consume a lethal dose in a single night’s feeding with first dead rats and mice appearing four or five days after feeding begins”


3. “Easy to Use Rodent Control Place Packs” to read “Rat and Mouse Control Place Packs”

4. Remove “No Touching the Bait”


5. Remove “(Specially)formulated” “(,rodents favorite food)”


6. Remove “(Highly)” from the second bulleted statement


7. Revise (Farnam) Rodent Control to read “(Farnam) Rat and Mouse Control”


8. Remove “Can kill in one feeding”


9. Remove “easily” from the 7th bulleted statement and replace “rodents” with “rats and mice”


10. Remove “(Easy-to-use Place Packs” from the 8th bulleted statement and replace “Rodents” with “rats and mice”


11. Remove “No touch place pellets”


12. Remove “No need to touch the bait”


13. Remove “Easy to use with (the Just One Bite brand) bait station(s)


14. Replace “Rodents” in “The Taste Rodents Just Die For!” with “Rats and Mice”


15. Remove “fast” from “Provides (fast)(effective) control”


16. Remove “(quickly)” from “Controls rats and mice (quickly)”


17. Remove “Fast and” from “Fast and effective control of rats and mice”


18. Remove “easy loading” from “Grab and go (box)(design) for easy loading of bait stations”

19. Remove “easy loading” from “Portable grab and go (box)(design) for easy loading of bait stations”


Make the following label revisions:

1. Revise the PRECAUTIONARY STATEMENTS section as follows:


Hazards To Humans And Domestic Animals


CAUTION:  Harmful if swallowed or absorbed through the skin.  Keep away from children, domestic animals and pets.  Causes moderate eye irritation.  Do not get in eyes, on skin, or on clothing.  All handlers (including applicators) must wear shoes plus socks, and gloves.  Any person who retrieves carcasses or unused bait following application of this product must wear gloves.

		User Safety Requirements

Follow manufacturer’s instruction for cleaning/maintaining PPE.  If no such instructions for washables, use detergent and hot water.  Keep and wash PPE separately from other laundry.  Remove PPE immediately after handling this product.  Wash the outside of gloves before removing.  As soon as possible, wash hands thoroughly after applying bait and before eating, drinking, chewing gum, using tobacco, or using the toilet and change into clean clothing.





Then place the following information under the First Aid box:


		NOTE TO PHYSICIAN

If swallowed, this material may reduce the clotting ability of the blood and cause bleeding.  If ingested, administer Vitamin K1 intramuscularly or orally.  Repeat as necessary based on monitoring of prothrombin times.





		TREATMENT FOR PET POISONING


If animal eats bait, call veterinarian or 1-877-xxx-xxxx [optional] at once.


NOTE TO VETERINARIAN

Anticoagulant Bromadiolone:  For animals ingesting bait and/or showing poisoning signs (bleeding or elevated prothrombin times), give Vitamin K1.  If needed, check prothrombin times every 3 days until values return to normal (up to 30 days).  In severe cases, blood transfusions may be needed.





2.  Place “extremely” before “toxic” in the Environmental Hazards statement.  


3.  Revise the second sentence of the Environmental Hazards statement to read “…that have eaten this bait.”


4.  Revise the first portion of the DIRECTIONS FOR USE:

DIRECTIONS FOR USE


It is a violation of Federl law to use this product in a manner inconsistent with its labeling.


READ THIS LABEL:  READ THIS ENTIRE LABEL AND USE STRICTLY IN ACCORDANCE WITH USE DIRECTIONS, USE RESTRICTIONS, AND WITH APPLICABLE STATE AND FEDERAL REGULATIONS.  USE ONLY FOR THE SITES, PESTS, AND APPLICATION METHODS DESCRIBED ON THIS LABEL.

It is illegal to sell these place packs individually.


5.   After the IMPORTANT section and immediately above the USE RESTRICTIONS add the following statement:


Note: Bait stations are mandatory for outdoor, above-ground use.  Tamper-resistant bait stations must be used if children, pets, non-target mammals, or birds may access the bait.


6.  Revise the USE RESTRICTIONS section:


USE RESTRICTIONS: For control only of Norway rats, roof rats, and house mice in and around industrial, commercial, and public buildings.  This product may also be used inside transport vehicles (ships, trains, aircraft) and in and around related port and terminal buildings.  Do not apply further than 50 feet from buildings.  Do not use in sewers.  Do not place near or inside ventilation duct openings.  Do not contaminate water, food, feedstuffs, food or feed handling equipment, or milk or meat handling equipment or surfaces that come into direct contact with food.  Do not broadcast bait.  When used in USDA inspected facilities, this product must be applied in tamper-resistant bait stations.

Do not sell this product in individual containers holding less than 16 pounds of bait.


7.  Within the SELECTION OF TREATMENT AREAS revise “rodents” to read “rats and/or mice”.


8.  Make the following revisions to the APPLICATION PROCEDURES section:


RATS: Place at least 3 to 10 packs at intervals of 15 to 30 feet per placement in infested areas.  Maintain…cease.


MICE: Use one pack per placement at 8 to 12 foot intervals in infested areas.  Maintain…appear.


FOLLOW-UP:  Replace contaminated or spoiled bait immediately.  Wearing gloves, collect and dispose…properly.  To prevent…bait as needed”


9.  Revise the STORAGE AND DISPOSAL statement:


STORAGE AND DISPOSAL

Do not contaminate water, food or feed by storage and disposal.

PESTICIDE DISPOSAL: Dispose of wastes resulting from the use of this product in trash or at an approved waste disposal facility.


CONTAINER HANDLING:  Nonrefillable container.  Do not reuse or refill this container.  [Plastic:] Triple rinse (or equivalent), then offer for recycling or reconditioning; or puncture and dispose of in a sanitary landfill; or by incineration.  In most states, burning is not allowed. [Paper:]  Dispose of empty container by placing in trash, at an approved waste disposal facility or by incineration.



EPA Reg. No. 270-372

Bromadiolone Bait Pellets (Individual Ag)

Make the following label revisions:

1. Change “For indoor and outdoor rodent control” to read “For indoor and outdoor rat and mouse control”.


2. Revise “Norway rats and house mice may consume a lethal dose in one (just one)(a single) feeding with first dead rodents appearing four or five days after feeding begins” to read “Norway rats and house mice may consume a lethal dose in a single night’s feeding with first dead rodents appearing four or five days after feeding begins”.


3. Revise the Caution statement on the front label to read “Harmful if swallowed or absorbed through the skin. Do not…clothing.  Wash hands thoroughly after applying and before eating, drinking, chewing gum, using tobacco, or using the toilet and change into clean clothing.”


4. Revise the PRECAUTIONARY STATEMENTS section as follows:


Hazards To Humans And Domestic Animals


CAUTION:  Harmful if swallowed or absorbed through the skin.  Keep away from children, domestic animals and pets.  Causes moderate eye irritation.  Do not get in eyes, on skin, or on clothing.  All handlers (including applicators) must wear shoes plus socks, and gloves.  Any person who retrieves carcasses or unused bait following application of this product must wear gloves.

		User Safety Requirements

Follow manufacturer’s instruction for cleaning/maintaining PPE.  If no such instructions for washables, use detergent and hot water.  Keep and wash PPE separately from other laundry.  Remove PPE immediately after handling this product.  Wash the outside of gloves before removing.  As soon as possible, wash hands thoroughly after applying bait and before eating, drinking, chewing gum, using tobacco, or using the toilet and change into clean clothing.





Then place the following information under the First Aid box:


		NOTE TO PHYSICIAN

If swallowed, this material may reduce the clotting ability of the blood and cause bleeding.  If ingested, administer Vitamin K1 intramuscularly or orally.  Repeat as necessary based on monitoring of prothrombin times.





		TREATMENT FOR PET POISONING


If animal eats bait, call veterinarian or 1-877-xxx-xxxx [optional] at once.


NOTE TO VETERINARIAN

Anticoagulant Bromadiolone:  For animals ingesting bait and/or showing poisoning signs (bleeding or elevated prothrombin times), give Vitamin K1.  If needed, check prothrombin times every 3 days until values return to normal (up to 30 days).  In severe cases, blood transfusions may be needed.





5.  Revise the ENVIRONMENTAL HAZARDS statement to read: This product is extremely toxic to mammals and birds.  Dogs, cats, and other predatory and scavenging mammals and birds might be poisoned if they feed upon animals that have eaten this bait.  This pesticide is toxic to fish.  Do not apply this product directly to water or to areas where surface water is present or to intertidal areas below the mean high water mark.  Runoff also may be hazardous to aquatic organisms in water adjacent to treated areas.  Do not contaminate water when disposing of equipment wash water or rinsate.

6.  Revise the first portion of the DIRECTIONS FOR USE:

DIRECTIONS FOR USE


It is a violation of Federal law to use this product in a manner inconsistent with its labeling.


READ ENTIRE LABEL AND USE STRICTLY IN ACCORDANCE WITH USE DIRECTIONS, USE RESTRICTIONS, AND WITH APPLICABLE STATE AND FEDERAL REGULATIONS.  

REFER TO THE OUTER LABEL FOR COMPLETE DIRECTIONS FOR USE.


* Ensure this statement also goes on the individual place pack labels: It is illegal to sell these place packs individually.


7.  Revise the STORAGE AND DISPOSAL statement:


STORAGE AND DISPOSAL

Do not contaminate water, food or feed by storage and disposal.

PESTICIDE STORAGE:  Store only in original container, in a cool, dry place inaccessible to children and pets.  Keep containers closed and away from other chemicals.

PESTICIDE DISPOSAL: Dispose of wastes resulting from the use of this product in trash or at an approved waste disposal facility.


CONTAINER HANDLING:  Nonrefillable container.  Do not reuse or refill this container.  [Plastic:] Triple rinse (or equivalent), then offer for recycling or reconditioning; or puncture and dispose of in a sanitary landfill; or by incineration.  In most states, burning is not allowed. [Paper:]  Dispose of empty container by placing in trash, at an approved waste disposal facility or by incineration.



EPA Reg. No. 270-372

Bromadiolone Bait Pellets (Industrial)

Please make the following revisions to the marketing claims:


1. Change “For indoor and outdoor rodent control” to read “For indoor and outdoor rat and mouse control”


2. Change “Norway rats and house mice may consume…after feeding begins” to read “Norway rats and house mice may consume a lethal dose in a single night’s feeding with first dead rats and mice appearing four or five days after feeding begins”


3. “Easy to Use Rodent Control Place Packs” to read “Rat and Mouse Control Place Packs”

4. Remove “No Touching the Bait”


5. Remove “(Specially)formulated” “(,rodents favorite food)”


6. Remove “(Highly)” from the second bulleted statement


7. Revise (Farnam) Rodent Control to read “(Farnam) Rat and Mouse Control”


8. Remove “Can kill in one feeding”


9. Remove “easily” from the 7th bulleted statement and replace “rodents” with “rats and mice”


10. Remove “(Easy-to-use Place Packs” from the 8th bulleted statement and replace “Rodents” with “rats and mice”


11. Remove “No touch place pellets”


12. Remove “No need to touch the bait”


13. Remove “Easy to use with (the Just One Bite brand) bait station(s)


14. Replace “Rodents” in “The Taste Rodents Just Die For!” with “Rats and Mice”


15. Remove “fast” from “Provides (fast)(effective) control”


16. Remove “(quickly)” from “Controls rats and mice (quickly)”


17. Remove “Fast and” from “Fast and effective control of rats and mice”


18. Remove “easy loading” from “Grab and go (box)(design) for easy loading of bait stations”

19. Remove “easy loading” from “Portable grab and go (box)(design) for easy loading of bait stations”


Make the following label revisions:

1. Revise the PRECAUTIONARY STATEMENTS section as follows:


Hazards To Humans And Domestic Animals


CAUTION:  Harmful if swallowed or absorbed through the skin.  Keep away from children, domestic animals and pets.  Causes moderate eye irritation.  Do not get in eyes, on skin, or on clothing.  All handlers (including applicators) must wear shoes plus socks, and gloves.  Any person who retrieves carcasses or unused bait following application of this product must wear gloves.

		User Safety Requirements

Follow manufacturer’s instruction for cleaning/maintaining PPE.  If no such instructions for washables, use detergent and hot water.  Keep and wash PPE separately from other laundry.  Remove PPE immediately after handling this product.  Wash the outside of gloves before removing.  As soon as possible, wash hands thoroughly after applying bait and before eating, drinking, chewing gum, using tobacco, or using the toilet and change into clean clothing.





Then place the following information under the First Aid box:


		NOTE TO PHYSICIAN

If swallowed, this material may reduce the clotting ability of the blood and cause bleeding.  If ingested, administer Vitamin K1 intramuscularly or orally.  Repeat as necessary based on monitoring of prothrombin times.





		TREATMENT FOR PET POISONING


If animal eats bait, call veterinarian or 1-877-xxx-xxxx [optional] at once.


NOTE TO VETERINARIAN

Anticoagulant Bromadiolone:  For animals ingesting bait and/or showing poisoning signs (bleeding or elevated prothrombin times), give Vitamin K1.  If needed, check prothrombin times every 3 days until values return to normal (up to 30 days).  In severe cases, blood transfusions may be needed.





2.  Place “extremely” before “toxic” in the Environmental Hazards statement.  


3.  Revise the second sentence of the Environmental Hazards statement to read “…that have eaten this bait.”


4.  Revise the first portion of the DIRECTIONS FOR USE:

DIRECTIONS FOR USE


It is a violation of Federl law to use this product in a manner inconsistent with its labeling.


READ THIS LABEL:  READ THIS ENTIRE LABEL AND USE STRICTLY IN ACCORDANCE WITH USE DIRECTIONS, USE RESTRICTIONS, AND WITH APPLICABLE STATE AND FEDERAL REGULATIONS.  USE ONLY FOR THE SITES, PESTS, AND APPLICATION METHODS DESCRIBED ON THIS LABEL.

* Ensure this statement also goes on the individual place pack labels: It is illegal to sell these place packs individually.


5.   After the IMPORTANT section and immediately above the USE RESTRICTIONS add the following statement:


Note: Bait stations are mandatory for outdoor, above-ground use.  Tamper-resistant bait stations must be used if children, pets, non-target mammals, or birds may access the bait.


6.  Revise the USE RESTRICTIONS section:


USE RESTRICTIONS: For control only of Norway rats, roof rats, and house mice in and around agricultural buildings only.  Do not apply further than 50 feet from agricultural buildings.  Do not use in homes or other human residences.  Do not place near or inside ventilation duct openings.  Do not contaminate water, food, feedstuffs, food or feed handling equipment, or milk or meat handling equipment or surfaces that come into direct contact with food.  Do not broadcast bait.  

Do not sell this product in individual containers holding less than 8 pounds of bait.


7.  Within the SELECTION OF TREATMENT AREAS revise “rodents” to read “rats and/or mice”.


8.  Make the following revisions to the APPLICATION PROCEDURES section:


RATS: Place at least 3 to 10 packs at intervals of 15 to 30 feet per placement in infested areas.  Maintain…cease.


MICE: Use one pack per placement at 8 to 12 foot intervals in infested areas.  Maintain…appear.


FOLLOW-UP:  Replace contaminated or spoiled bait immediately.  Wearing gloves, collect and dispose…properly.  To prevent…bait as needed”


9.  Revise the STORAGE AND DISPOSAL statement:


STORAGE AND DISPOSAL

Do not contaminate water, food or feed by storage and disposal.

PESTICIDE STORAGE:  Store only in original container, in a cool, dry place inaccessible to children and pets.  Keep containers closed and away from other chemicals.

PESTICIDE DISPOSAL: Dispose of wastes resulting from the use of this product in trash or at an approved waste disposal facility.


CONTAINER HANDLING:  Nonrefillable container.  Do not reuse or refill this container.  [Plastic:] Triple rinse (or equivalent), then offer for recycling or reconditioning; or puncture and dispose of in a sanitary landfill; or by incineration.  In most states, burning is not allowed. [Paper:]  Dispose of empty container by placing in trash, at an approved waste disposal facility or by incineration.



EPA Reg. No. 270-373

Bromadiolone Bait Bar (Industrial)

Please make the following revisions to the marketing claims:


1. JUST ONE BITE II BAR, JUST ONE BITE II BAIT CHUNKS, and JUST ONE BITE PMP BAIT CHUNKS is an unallowable brand name, it implies heightened efficacy and is false and misleading and must be removed.


2. Change “For indoor and outdoor rodent control” to read “For indoor and outdoor rat and mouse control”


3. Change “Norway rats and house mice may consume…after feeding begins” to read “Norway rats and house mice may consume a lethal dose in a single night’s feeding with first dead rats and mice appearing four or five days after feeding begins”


4. “Easy to Use Rodent Control Chunks” to read “Rat and Mouse Control Chunks”

5.  “Easy to Use Rodent Control Bar” to read “Rat and Mouse Control Bar”


6. Remove “(Specially)formulated” “(,rodents favorite food)”


7. Remove “(Highly)” from “(Highly) Palatable formulation”

8. Revise (Farnam) Rodent Control to read “(Farnam) Rat and Mouse Control”


9. Remove “Can kill in one feeding”


10. Remove “easily” from the 7th bulleted statement and replace “rodents” with “rats and mice”


11. Remove “(Easy-to-use Place Packs” from the 8th bulleted statement and replace “Rodents” with “rats and mice”


12. Revise “Ideal for use in bait stations” to read “Can be used in bait stations”.

13. Revise the 9th bulleted statement to read “(Features) nibble ridges (rodents love to chew)(to promote rodent chewing)”

14. Remove “Easy to use with (the Just One Bite Brand) bait station(s)”

15. Revise the 12th bulleted statement to read “(2 oz. Bait Chunks)(2 oz. Bar Pieces) for bait stations”.

16. Revise the 13th bulleted statement to read “Bars break into (2-oz. pieces)(2 oz. Mini-bars) for bait stations”


17. Revise the 14th bulleted statement to read “The hole through the middle allows for mounting in bait stations”.


18. Revise the 15th bulleted statement to read “The Taste Rats and Mice Just Die For!”


19. Remove “(fast)” control from “Provides (fast)(effective) control”.


20. Remove “(quickly)” from “Controls rats and mice (quickly)”


21. Remove “fast” from “Fast and effective control of rats and mice”.


22. Remove “easy” from “Grab and go (box)(design) for easy loading of bait stations”

23. Remove “easy” from “Portable grab and go (box)(design) for easy loading of bait stations”


Make the following label revisions:

1.  Page 2 of your label is confusing, maintain the “Keep out of reach of children” statement with “Caution” in the same box then have the First Aid box located in the same area as you have on the label for 270-372. So it will look like the following:

PRECAUTIONARY STATEMENTS

Hazards To Humans And Domestic Animals


CAUTION:  Harmful if swallowed or absorbed through the skin.  Keep away from children, domestic animals and pets.  Causes moderate eye irritation.  Do not get in eyes, on skin, or on clothing.  All handlers (including applicators) must wear shoes plus socks, and gloves.  Any person who retrieves carcasses or unused bait following application of this product must wear gloves.

		User Safety Requirements

Follow manufacturer’s instruction for cleaning/maintaining PPE.  If no such instructions for washables, use detergent and hot water.  Keep and wash PPE separately from other laundry.  Remove PPE immediately after handling this product.  Wash the outside of gloves before removing.  As soon as possible, wash hands thoroughly after applying bait and before eating, drinking, chewing gum, using tobacco, or using the toilet and change into clean clothing.





Then place the following information under the First Aid box:


		NOTE TO PHYSICIAN

If swallowed, this material may reduce the clotting ability of the blood and cause bleeding.  If ingested, administer Vitamin K1 intramuscularly or orally.  Repeat as necessary based on monitoring of prothrombin times.





		TREATMENT FOR PET POISONING


If animal eats bait, call veterinarian or 1-877-xxx-xxxx [optional] at once.


NOTE TO VETERINARIAN

Anticoagulant Bromadiolone:  For animals ingesting bait and/or showing poisoning signs (bleeding or elevated prothrombin times), give Vitamin K1.  If needed, check prothrombin times every 3 days until values return to normal (up to 30 days).  In severe cases, blood transfusions may be needed.





2.  Revise the ENVIRONMENTAL HAZARDS statement to read: This product is extremely toxic to mammals and birds.  Dogs, cats, and other predatory and scavenging mammals and birds might be poisoned if they feed upon animals that have eaten this bait.  This pesticide is toxic to fish.  Do not apply this product directly to water or to areas where surface water is present or to intertidal areas below the mean high water mark.  Runoff also may be hazardous to aquatic organisms in water adjacent to treated areas.  Do not contaminate water when disposing of equipment wash water or rinsate.

4.  Revise the first portion of the DIRECTIONS FOR USE:

DIRECTIONS FOR USE


It is a violation of Federl law to use this product in a manner inconsistent with its labeling.


READ THIS LABEL:  READ THIS ENTIRE LABEL AND USE STRICTLY IN ACCORDANCE WITH USE DIRECTIONS, USE RESTRICTIONS, AND WITH APPLICABLE STATE AND FEDERAL REGULATIONS.  USE ONLY FOR THE SITES, PESTS, AND APPLICATION METHODS DESCRIBED ON THIS LABEL.

It is illegal to sell these place packs individually.


5.   After the IMPORTANT section and immediately above the USE RESTRICTIONS add the following statement:


Note: Bait stations are mandatory for outdoor, above-ground use.  Tamper-resistant bait stations must be used if children, pets, non-target mammals, or birds may access the bait.


6.  Revise the USE RESTRICTIONS section:


USE RESTRICTIONS: For control only of Norway rats, roof rats, and house mice in and around industrial, commercial, and public buildings.  This product may also be used inside transport vehicles (ships, trains, aircraft) and in and around related port and terminal buildings.  Do not apply further than 50 feet from buildings.  Do not use in sewers.  Do not place near or inside ventilation duct openings.  Do not contaminate water, food, feedstuffs, food or feed handling equipment, or milk or meat handling equipment or surfaces that come into direct contact with food.  Do not broadcast bait.  When used in USDA inspected facilities, this product must be applied in tamper-resistant bait stations.

Do not sell this product in individual containers holding less than 16 pounds of bait.


7.  Within the SELECTION OF TREATMENT AREAS revise “rodents” to read “rats and/or mice”.


8.  Make the following revisions to the APPLICATION PROCEDURES section:


RATS: While wearing gloves, apply two to eight 2-oz pieces of block (or one entire block) at each placement location in infested areas.  For burrow applications, insert one to two 2-oz pieces of block at least six inches into each active burrow.  Check treated burrows each morning and evening to make sure that baits have not been pushed out of burrows.  For aboveground treatment, space bait placements 15 to 30 feet apart.  Maintain an uninterrupted supply of fresh bait for 10 days or until fresh signs of rat activity cease to appear.


MICE: While wearing gloves, break block and apply one 2-oz piece per placement in infested areas.  Space placements at intervals of 8-12 feet.  Maintain an uninterrupted supply of fresh bait for 15 days or until fresh signs of mouse activity cease to appear.

FOLLOW-UP:  Replace contaminated or spoiled bait immediately.  Wearing gloves, collect and dispose…properly.  To prevent…bait as needed”


Make the same revisions to the application directions for the bait chunks, but leave off “(or one entire block)”.


9.  Revise the STORAGE AND DISPOSAL statement:


STORAGE AND DISPOSAL

Do not contaminate water, food or feed by storage and disposal.

PESTICIDE STORAGE: Store only in original container, in a cool, dry place inaccessible to children and pets.

PESTICIDE DISPOSAL: Dispose of wastes resulting from the use of this product in trash or at an approved waste disposal facility.


CONTAINER HANDLING:  Nonrefillable container.  Do not reuse or refill this container.  [Plastic:] Triple rinse (or equivalent), then offer for recycling or reconditioning; or puncture and dispose of in a sanitary landfill; or by incineration.  In most states, burning is not allowed. [Paper:]  Dispose of empty container by placing in trash, at an approved waste disposal facility or by incineration.


EPA Reg. No. 270-373

Bromadiolone Bait Bar (Individual Ag)

Make the following label revisions:

1. Change “For indoor and outdoor urban rodent control” to read “For indoor and outdoor rat and mouse control”.


2. Revise “Norway rats and house mice may consume a lethal dose in one (just one)(a single) feeding with first dead rodents appearing four or five days after feeding begins” to read “Norway rats and house mice may consume a lethal dose in a single night’s feeding with first dead rodents appearing four or five days after feeding begins”.


3. Revise the Caution statement on the front label to read “Harmful if swallowed or absorbed through the skin. Do not…clothing.  Wash hands thoroughly after applying and before eating, drinking, chewing gum, using tobacco, or using the toilet and change into clean clothing.”


4. Revise the PRECAUTIONARY STATEMENTS section as follows:


Hazards To Humans And Domestic Animals


CAUTION:  Harmful if swallowed or absorbed through the skin.  Keep away from children, domestic animals and pets.  Causes moderate eye irritation.  Do not get in eyes, on skin, or on clothing.  All handlers (including applicators) must wear shoes plus socks, and gloves.  Any person who retrieves carcasses or unused bait following application of this product must wear gloves.

		User Safety Requirements

Follow manufacturer’s instruction for cleaning/maintaining PPE.  If no such instructions for washables, use detergent and hot water.  Keep and wash PPE separately from other laundry.  Remove PPE immediately after handling this product.  Wash the outside of gloves before removing.  As soon as possible, wash hands thoroughly after applying bait and before eating, drinking, chewing gum, using tobacco, or using the toilet and change into clean clothing.





Then place the following information under the First Aid box:


		NOTE TO PHYSICIAN

If swallowed, this material may reduce the clotting ability of the blood and cause bleeding.  If ingested, administer Vitamin K1 intramuscularly or orally.  Repeat as necessary based on monitoring of prothrombin times.





		TREATMENT FOR PET POISONING


If animal eats bait, call veterinarian or 1-877-xxx-xxxx [optional] at once.


NOTE TO VETERINARIAN

Anticoagulant Bromadiolone:  For animals ingesting bait and/or showing poisoning signs (bleeding or elevated prothrombin times), give Vitamin K1.  If needed, check prothrombin times every 3 days until values return to normal (up to 30 days).  In severe cases, blood transfusions may be needed.





5.  Revise the ENVIRONMENTAL HAZARDS statement to read: This product is extremely toxic to mammals and birds.  Dogs, cats, and other predatory and scavenging mammals and birds might be poisoned if they feed upon animals that have eaten this bait.  This pesticide is toxic to fish.  Do not apply this product directly to water or to areas where surface water is present or to intertidal areas below the mean high water mark.  Runoff also may be hazardous to aquatic organisms in water adjacent to treated areas.  Do not contaminate water when disposing of equipment wash water or rinsate.

6.  Revise the first portion of the DIRECTIONS FOR USE:

DIRECTIONS FOR USE


It is a violation of Federal law to use this product in a manner inconsistent with its labeling.


READ ENTIRE LABEL AND USE STRICTLY IN ACCORDANCE WITH USE DIRECTIONS, USE RESTRICTIONS, AND WITH APPLICABLE STATE AND FEDERAL REGULATIONS.  

REFER TO THE OUTER LABEL FOR COMPLETE DIRECTIONS FOR USE.


* Ensure this statement also goes on the individual place pack labels: It is illegal to sell these bait bars individually.


7.  Revise the STORAGE AND DISPOSAL statement:


STORAGE AND DISPOSAL

Do not contaminate water, food or feed by storage and disposal.

PESTICIDE STORAGE:  Store only in original container, in a cool, dry place inaccessible to children and pets.  Keep containers closed and away from other chemicals.

PESTICIDE DISPOSAL: Dispose of wastes resulting from the use of this product in trash or at an approved waste disposal facility.


CONTAINER HANDLING:  Nonrefillable container.  Do not reuse or refill this container.  [Plastic:] Triple rinse (or equivalent), then offer for recycling or reconditioning; or puncture and dispose of in a sanitary landfill; or by incineration.  In most states, burning is not allowed. [Paper:]  Dispose of empty container by placing in trash, at an approved waste disposal facility or by incineration.



EPA Reg. No. 270-373

Bromadiolone Bait Bar (Agricultural)

Please make the following revisions to the marketing claims:


1. JUST ONE BITE II BAR, JUST ONE BITE II BAIT CHUNKS, and JUST ONE BITE PMP BAIT CHUNKS is an unallowable brand name, it implies heightened efficacy and is false and misleading and must be removed.


2. Change “For indoor and outdoor rodent control” to read “For indoor and outdoor rat and mouse control”


3. Change “Norway rats and house mice may consume…after feeding begins” to read “Norway rats and house mice may consume a lethal dose in a single night’s feeding with first dead rats and mice appearing four or five days after feeding begins”


4. “Easy to Use Rodent Control Chunks” to read “Rat and Mouse Control Chunks”


5.  “Easy to Use Rodent Control Bar” to read “Rat and Mouse Control Bar”


6. Remove “(Specially)formulated” “(,rodents favorite food)”


7. Remove “(Highly)” from “Highly palatable formulation”

8. Revise (Farnam) Rodent Control to read “(Farnam) Rat and Mouse Control”


9. Remove “Can kill in one feeding”


10. Remove “easily” from the 7th bulleted statement and replace “rodents” with “rats and mice”


11. Revise “Ideal for use in bait station” to read “Can be used in bait stations”


12. Revise the 9th bulleted statement to read “(Features) nibble ridges (rodents love to chew)(to promote rodent chewing)”


13. Remove “Easy to use with (the Just One Bite brand) bait station(s)


14. Revise the 12th bulleted statement to read “(2 oz. Bait Chunks)(2 oz. Bar Pieces) for bait stations”.


15. Revise the 13th bulleted statement to read “Bars break into (2-oz. pieces)(2 oz. Mini-bars) for bait stations”


16. Revise the 14th bulleted statement to read “The hole through the middle allows for mounting in bait stations”.


17. Replace “Rodents” in “The Taste Rodents Just Die For!” with “Rats and Mice”


18. Remove “fast” from “Provides (fast)(effective) control”


19. Remove “(quickly)” from “Controls rats and mice (quickly)”


20. Remove “Fast and” from “Fast and effective control of rats and mice”


21. Remove “easy loading” from “Grab and go (box)(design) for easy loading of bait stations”

22. Remove “easy loading” from “Portable grab and go (box)(design) for easy loading of bait stations”


Make the following label revisions:

1.  Page 2 of your label is confusing, maintain the “Keep out of reach of children” statement with “Caution” in the same box then have the First Aid box located in the same area as you have on the label for 270-372. So it will look like the following:


PRECAUTIONARY STATEMENTS

Hazards To Humans And Domestic Animals


CAUTION:  Harmful if swallowed or absorbed through the skin.  Keep away from children, domestic animals and pets.  Causes moderate eye irritation.  Do not get in eyes, on skin, or on clothing.  All handlers (including applicators) must wear shoes plus socks, and gloves.  Any person who retrieves carcasses or unused bait following application of this product must wear gloves.

		User Safety Requirements

Follow manufacturer’s instruction for cleaning/maintaining PPE.  If no such instructions for washables, use detergent and hot water.  Keep and wash PPE separately from other laundry.  Remove PPE immediately after handling this product.  Wash the outside of gloves before removing.  As soon as possible, wash hands thoroughly after applying bait and before eating, drinking, chewing gum, using tobacco, or using the toilet and change into clean clothing.





Then place the following information under the First Aid box:


		NOTE TO PHYSICIAN

If swallowed, this material may reduce the clotting ability of the blood and cause bleeding.  If ingested, administer Vitamin K1 intramuscularly or orally.  Repeat as necessary based on monitoring of prothrombin times.





		TREATMENT FOR PET POISONING


If animal eats bait, call veterinarian or 1-877-xxx-xxxx [optional] at once.


NOTE TO VETERINARIAN

Anticoagulant Bromadiolone:  For animals ingesting bait and/or showing poisoning signs (bleeding or elevated prothrombin times), give Vitamin K1.  If needed, check prothrombin times every 3 days until values return to normal (up to 30 days).  In severe cases, blood transfusions may be needed.





2.  Place “extremely” before “toxic” in the Environmental Hazards statement.  


3.  Revise the second sentence of the Environmental Hazards statement to read “…that have eaten this bait.”


4.  Revise the first portion of the DIRECTIONS FOR USE:

DIRECTIONS FOR USE


It is a violation of Federl law to use this product in a manner inconsistent with its labeling.


READ THIS LABEL:  READ THIS ENTIRE LABEL AND USE STRICTLY IN ACCORDANCE WITH USE DIRECTIONS, USE RESTRICTIONS, AND WITH APPLICABLE STATE AND FEDERAL REGULATIONS.  USE ONLY FOR THE SITES, PESTS, AND APPLICATION METHODS DESCRIBED ON THIS LABEL.

* Ensure this statement also goes on the individual place pack labels: It is illegal to sell these place packs individually.


5.   After the IMPORTANT section and immediately above the USE RESTRICTIONS add the following statement:


Note: Bait stations are mandatory for outdoor, above-ground use.  Tamper-resistant bait stations must be used if children, pets, non-target mammals, or birds may access the bait.


6.  Revise the USE RESTRICTIONS section:


USE RESTRICTIONS: For control only of Norway rats, roof rats, and house mice in and around agricultural buildings only.  Do not apply further than 50 feet from agricultural buildings.  Do not use in homes or other human residences.  Do not place near or inside ventilation duct openings.  Do not contaminate water, food, feedstuffs, food or feed handling equipment, or milk or meat handling equipment or surfaces that come into direct contact with food.  Do not broadcast bait.  

Do not sell this product in individual containers holding less than 8 pounds of bait.


7.  Within the SELECTION OF TREATMENT AREAS revise “rodents” to read “rats and/or mice”.


8.  Make the following revisions to the APPLICATION PROCEDURES section:


RATS: Place at least 3 to 10 packs at intervals of 15 to 30 feet per placement in infested areas.  Maintain…cease.


MICE: Use one pack per placement at 8 to 12 foot intervals in infested areas.  Maintain…appear.


FOLLOW-UP:  Replace contaminated or spoiled bait immediately.  Wearing gloves, collect and dispose…properly.  To prevent…bait as needed”


9.  Revise the STORAGE AND DISPOSAL statement:


STORAGE AND DISPOSAL

Do not contaminate water, food or feed by storage and disposal.

PESTICIDE STORAGE:  Store only in original container, in a cool, dry place inaccessible to children and pets.  Keep containers closed and away from other chemicals.

PESTICIDE DISPOSAL: Dispose of wastes resulting from the use of this product in trash or at an approved waste disposal facility.


CONTAINER HANDLING:  Nonrefillable container.  Do not reuse or refill this container.  [Plastic:] Triple rinse (or equivalent), then offer for recycling or reconditioning; or puncture and dispose of in a sanitary landfill; or by incineration.  In most states, burning is not allowed. [Paper:]  Dispose of empty container by placing in trash, at an approved waste disposal facility or by incineration.



